United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/829.044 



04/21/2004 



45511 7590 10/09/2008 

WOODCOCK WASHBURN LLP 
CIRA CENTRE, 12TH FLOOR 
2929 ARCH STREET 
PHILADELPHIA, PA 19104-2891 



Robert Falotico 



NGUY1.N, CAMTUTRAN 



PAPER NUMBER 



NOTIFICATION DATE | DELIVERY MODE 
10/09/2008 ELECTRONIC 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 
following e-mail address(es): 
patents @ woodcock.com 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/829,044 


Applicant(s) 

FALOTICO ET AL. 


Examiner 

Camtu T. Nguyen 


Art Unit 

3772 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 
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Disposition of Claims 

4) ^ Claim(s) 60-74 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 60-74 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Response to Amendment 

This Office Action is responding to applicant's amendment filed on 2/7/2008, claims 69- 
74 are newly added. 

Applicant's response to the Objections presented in the previous Office Action is 
acknowledged, thus, such Objections have been removed. 

Applicant's comments directed to prior art of Schwartz et al reference under 102(b) 
rejection arc noted and deemed persuasive, particularly to its lacking the teaching of the amount 
of rapamycin therapeutic drug. 

Upon reconsideration of the claims & carefully study of the prior art, applicant's pending 
claims deemed not in condition for allowance based on the following interpretation. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claim 60 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
Namely, there is no support for "3 ug to 13 fig per millimeter of stent length of rapamycin". 



Application/Control Number: 10/829,044 Page 3 

Art Unit: 3772 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 60-74 are rejected under 35 U.S.C. 103(a) as being unpatentable over Schwarz et 
al (U.S. Patent No. 6,368,658). 

Schwarz et al discloses apparatus and methods for coating medical devices, example of 
which devices include implantable device such as vascular grafts, stent grafts (column 3 lines 40- 
55). 

Schwarz et al discloses the coating materials including polymeric material (column 2 
lines 8-10). 

Schwarz et al further discloses that the coating materials used in conjunction with 
therapeutic drug/agent (column 3 lines 66-67, column 4 lines 1-3 & 15-17) such as rapamycin 
(column 4 lines 35-37). 

With regards to claims 60 reciting the amount of rapamycin coating the stent, such 
recitation is consistent with applicant's disclosure on page 24 lines 13-16 which supports the 
stent may be coated with various drug/drug combinations in therapeutic dosage amounts. With 
regards to claim 60 reciting the specific amount of 3 ug to 13 ug per millimeter of stent length of 
rapamycin, such specific amount is not unobvious and within the skills of ordinary in the art 
since the amount of therapeutic drug may be and can be predetermined or measured prior to 
mixing/incorporating with the polymeric materials such that the recited amount range may be 
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easily chosen as one skilled in the art found it suitable to tailor for a particular medical 
application. 

With regards to the wherein statement recited in claims 60-63 and 69-74, such statements 
are a mere functional recitation and a mere statement of intended use. Furthermore, the 
scenarios presented in these wherein statement show no unusual, no unobvious, nor any 
unexpected results and it is therefore deemed to fall within the purview of ordinary 
lab/engineering practice. Applicant's disclosure lacks a showing of criticality and/or any new 
unusual or unobvious results from the claimed scenarios. 

With regards to claims 64, the Schwarz et al discloses EXAMPLE 4 with a barrier layer 
is applied to the stents coated with a polymeric/drug layer, the barrier layer is polymeric 
composition (column 14 lines 23-33). 

With regards to claims 65 & 68, the coating of polymeric/drug layer is on the outer 
surface of the stent. The Schwarz et al stent inherently would perform the method of inhibiting 
neointimal proliferation in a human coronary artery. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Camtu T. Nguyen whose telephone number is 571-272-4799. 
The examiner can normally be reached on (M-F) 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on 571-272-4940. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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